o largest orgamzatlon in the nation representmg sterile processing technicia
" and directors. Our Position Paper on the Reuse of SUD’s was present

AAMI/FDA meeting held in May, 1999. To this point, our position has not changed

TAHCSMM continues to discourage the practice of healthcare facilities becommg

" involved in the 1 reprocessmg o‘?smgle -use devices andwﬁoes not recomfnend oul

healthcare reuse commrttee.

Our Position Paper is based on IAHCSMM’s belief that the average healthcare

_sterile processing department would find it extremely difficult to comply with the FDA
S Comphance Policy Guide 300.500 requiring demonstration that the device canbe
,. adequately cleaned and sterilized, that the quality of the device will not be adversely

‘affected, and that the deVIce remams safe and eﬂ‘ectlve for its mtended ‘use‘

Y
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' SUDs

 Consensus standards, such as those developed by the Assoclatlon

Sectlon 1 Reconsnder the agency S current pollcy on estabhs

In response to the FDA’s Proposed Strategy,{IAHCS

instructions. Also lacking is mformanon on.the. c.ompatibﬂxty of cleamng and
sterilization agents All of this must be established in order to properly reprocess the
_ device, and it is often beyond the capability of the stenle processmg staff. -

Advancement of Medical Instrumentation (AAMI) are available to | althcare o
facilities, but they are voluntary standards. Only the State of New Jersey mandates
that AAMI Recommended Practices be followed and inspects to insure comphance

Another concern is the lack in most of our healthcare sterile processmg departments

.. _of a quality system that identifies all the critical aspects of the reprocessing ﬁmctlon, o

puts controls in place, and creates a process that is completely reproducible ﬁ'om B

beginning to end. There is an AAMI Working Group currently developing a
Technical Information Report which will address the requirements of a quality
system for our healthcare facilities, but at present there is a great deal of
misunderstanding of what constitutes an acceptable quality system.



Sectlon 2 Explore the development of a device categorization system based on the
- level of risk presented by reprocessing and reusing SUDs and an enforcement
strategy based on the level of risk.

e Healthcare facilities are accustomed to considering categories in terms of the
CDC’s Guideline for Handwashmg and Hospital Environmental Control, 1985,
‘which classifies medical devices, equipment, and surgical matenals into three
~ categories: critical, semi-critical and non-critical items based on the potential risk
of mfectlon involved in thelr use. Under thls dev1ce categonzatlon system, the
following deﬁmtlons are understood ‘

" (1) Critical - Instruments or objects that are introduced directly into the bloodstream
: or into other normally sterile areas of the body.
(2) %erm—cnﬂcal— Ttems that come in contact with intact mucous membranes they do
not ordinarily penetrate body surfaces.
3 Non—cntlcal Items that either do not touch the panent or toueh only intact skm.

- We recommend that these factors be mcluded in determining the nsk categones for |
SUDs.

e TAHCSMM agrees that the quality and extent of published data on reprocessing
for the specific device should be considered in its classification if the published
data is non-biased, academxc, and wrltten by an lnd1v1dnal w1thout financlal
interest in the device. "~ e

"o TAHCSMM agrees that the complexity of procedures associated with reprocessing
the device should be considered in its classification, including the potential of
the device to retain sterilant, or to lose any of its properties through
reprocessing.

e We have some concern about “Low-Risk” reprocessed SUDs from the standpoint
that there should be documented testing to determine accurately how many times
a “low-risk” device can be reprocessed and still remain safe and effective for its

“+ intended use. The expensive lawsuit over the broken reprocessed single-use
bedpan is an example of what can happen to a “low risk™ device that may have
been reprocessed too many times and caused considerable harm to the patient.

Section 3. Solicit comments on the FDA’s draft “List of Frequently Reprocessed
SUDs”.

e TAHCSMM has no comments to make regarding the proposed list.




: Ip :
provide, as part of the device’ !
‘ fegardmg the potenual nsks associated with reusing thet

reprocessmg S'UDS‘ (e. e cl |
" stei'llizatlon of SUDs) and explore the development of addm al ‘

edges, th:s ;sm eelelﬁ}

b would be poss'ble to develop a working | group along the Ines of an AAM
) "commlttee to develop standards and present them for approval Please
. ,know 1fwe can be ofany assistance.

~ Section 7. Consnder developing a research program on reuse of SUD’s ar
avenues fo pubhsh and dlssemmate mearch and other information on muse. o

, IAHCSMM encourages any effort made by the agency to d1ssemma

' mformatlon onits act1v1t1es.( The Internet Is a very popular way to¢ mmumeate,
and we are continuing to develop our website. We also have a publication,
Communiqué, which is mailed bi-monthly to our membershlp

These are open to you if you have information on reuse that you would like to
disseminate to our members, such as the development of a research program on
reuse of SUDs. Some of our members may work in healthcare facilities that
Would be mterested in such a pr03ect ‘

We apprec1ate the opportumty to comment on the FDA’s Propo
SUDs. Should you have any questions regarding our comments, please do not he51tate to
contact our Executive Director, Betty Hanna. e




